Walk, Roger 

From: 

Sanders, Edward 

Sent: 

Saturday, September 25, 1999 4:05 AM 

To: 

Walk, Roger 

Subject: 

RE: first Quarterly regional update 

Roger, 



Thanks for your long and thoughtful note. Let me respond to your points in order. First of all, with respect to your two 
stated purposes of presenting up-dates, I am in complete agreement with the first. I am not necessarily in 
disagreement with the second; however, if we are dealing with an issue that has "popped up" prior to the update 
meeting, I am not sure that we would always be ready to present. It clearly depends on the level of our internal (and 
sometimes external) expertise regarding that issue and the amount of information that we may have on hand. I 
would think we would want to decide on such issues on a case-by-case basis. 

As far as ocular effects are concerned, I still doubt that we would be ready to present on this topic in November or 
December; however, this is simply a matter of opinion. In addition, if someone thought it sufficiently important that 
we do present this material, it would probably be possible to be in shape for a presentation by December, at any rate. 

Now we get to the last point. First of all i want to emphasize that in no way do I think that we should not be obtaining 
information and data on children's exposure. There are several good reasons to be doing so. However, none of 
these reasons relate to the epidemiology, with the exception of differential recall bias as it relates to dose-response. 
This latter is a key issue, but the work that we hope to be doing regarding this point in general will eventually extend 
into the epidemiology of children and ETS. The very fact that you state that we should include this information "in 
order to put the epidemiology of effects in children and adults into context" simply reinforces my stated concerns. 

This information does not, cannot and will not "put the epidemiology of effects in children and adults into context." 

We have tended to use this argument in the past, and it is not correct. Non-differential effects in recall, which 
undoubtedly exist, almost always bias a relative risk or odds ratio toward the null. Therefore, the existence of such 
bias, suggests that the true association would have been higher if the bias had not existed. As a consequence, i 
stand by my absolute insistence that we not combine presentations on the epidemiology and exposure data regarding 
children. An independent presentation on exposure might well be worthwhile on a separate occasion, but we need to 
be sure we understand why it is worthwhile. 

Lastly, simply because we have been requested for such a presentation does not necessarily make sense that such a 
presentation be made. Sometimes, the requestors do not understand what they are requesting. 

Thanks. 


Ted 


—Original Message— 

From: Walk, Roger 

Sent: 24 septembre 1999 18:22 

To: Sanders, Edward 

Subject: RE: first Quarterly regional update 

Ted, 

I like this approach to discuss such things between us. We more often than not agree after we have heard each 
other's points or 'almost' agree rather than disagree - which all can be moved into positive energy for our jobs. 

Let me share with you for discussion purposes my thinking about the 'best possible outcome' of an update for our 
partners (and it seems to be primarily for this communication purpose that Rick wants to set this up). I see the 
combination of 2 elements as crucial for this outcome: 

1) To provide thoroughly reviewed scientific information on triaged high priority issues and 

2) To provide information of the status of our priority/knowledge/data collection/thlnklng/actions on ALL other 
issues that popped up during the period prior to the update meeting. 

The first is relatively straight forward. The second is more difficult and you have pointed to some of the 
pitfalls/problems of it. I think, however, we have to take the risk as a challenge for our communication skills to 
show to our partners that we are handling all issues that fall into our responsibility in an organized and 
appropriate fashion. This is in my view important to document and communicate that we are executing our 
scientific due diligence function. Some of the communication deficits in the past, in my opinion, are related to 
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speak up ‘too early' or better without making sure we communicate the intermediate character of our information. 
But also we often spoke too late' or never, because we were either not yet ready with the comprehensive and 
time consuming review or we had decided not to address the issue altogether. 

Re the 'ocular effects': It is still my present understanding that the 1st Quarterly Update will not be before 
November/December. Assuming that only a relatively small amount of scientific literature exists on this (at least 
that is my information from nonsystematic file searches I did some months ago) and assuming that the update 
meetings do not require the completion of a complete scientific review, I thought we should consider to include 
this topic. 

Re childhood exposure: I think I understand you concern and 1 agree that the epidemiology cannot be 
'challenged' by exposure measurements. The only purpose to review the scientific information regarding the 
actual exposure of children is to learn what information is available today from questionnaires, area monitoring, 
personal monitoring, biomarker measurements (body fluids, hair, etc.) in order to put the epidemiology of effects 
in children and adults into context. We have been asked to have this put together several times already and I 
suggest to do it rather sooner than later (Of course all the topics we are discussing for the 1 st update are 'triaged' 
by each one of us individually and not by the process we are working on). 

I hope that these comments move us forward and help us to find the common ground. I look forward to discuss 
this further with you. 

Best regards, 

Roger 

—Original Message. 

From: Sanders, Edward 

Sent: Friday, September 24, 1999 3:30 AM 

To: Walk, Roger 

Subject: RE: first Quarterly regional update 

Roger, 

i would like to make a couple of comments about your response below. The questions that you pose at the 
beginning is quite important. Depending on the detail - particularly with respect to the legal department 
presentations - could lead to some of these presentations being quite long. Consequently, it is important to 
decide up front the level of detail required, the time to be allocated for each quarterly review, and, therefore, 
the number of topics that can be covered. Therefore, it may be necessary to defer some of these topics to 
later presentations. 

I am not at all in agreement that we would be ready anytime soon to discuss "ocular effects" of smoking right 
away. I would think that we would need 3-6 months before we could discuss this issue in any meaningful 
way, unless it was judged to be of such importance that we stopped work on some other projects. 

Lastly, I am unalterably opposed to making exposure a portion of the children's health project. I cannot 
imagine anything to be gained from this. We have scads of data suggesting that children who live in homes 
in which their parents smoke are highly likely to be exposed to a ETS about a factor of 10 greater than those 
children who live in homes of non-smokers. Moreover, there is no way that any type of exposure data can 
change the epidemiological conclusions. 1 think to spend time on this issue not only utilizes resources that 
would be better spent on other issues, but also leads our partners with non-scientific backgrounds to reach 
Incorrect conclusions. We, in Europe at least, had horrible problems attempting to educate the legal and 
corporate affairs departments here in Europe that the exposure study data would not be able to be used to 
recalculate lARC's relative risks. I am not copying Rick on this message, since I think we should resolve this 
issues first ourselves before speaking to Rick about it. 

Thanks. 

Ted 


—-Original Message— 

From: Walk, Roger 

Sent: 23 septembre 1999 16:40 

To: So tana, Rick P. 

Cc: Davies, Bruce D.; Sanders, Edward; Patskan, George J.; McAlptn, Loreen 
Subject: RE: first Quarterly regional update 

Rick, 
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in order to address all these issues? 


• Re 'ETS & children's health': Pete and I think it is important to combine a review of the alleged health 
effects with a review of the literature regarding actual ETS exposure of children. This was discussed 
some time ago with Matt, Pete and others. I would suggest together with Pete to include such an 
exposure review in the same update session. 

• Re 'Lovelace study': It is likely that there will be many questions regarding the INBIFO study, when 
we discuss the Lovelace studies. Could we include an update on the INBJFO study in the talk and in 
particular point to the status of the INBIFO publications? 

• We would probably also be in a position to discuss the scientific information on ocular effects of 
smoking (recent 'issues' in Europe). 

• We might consider to summarize our knowledge regarding mycotoxins in smoke as an update for 
legal and WRA. 

• I understand that CA is interested in our expertise on the product integrity issues and nicotine 
bioavaiiabliiity in Europe. Is there the same interest with CA in the US? 

• Does your term 'legal' include WRA as a potential audience for the issues updates? 

Thank you for asking my input. Pete and Robbie have contributed to the suggestions above. 

Please let me know, if you have questions. 

Roger 

—Original Message— 

From: Soiana, Rick P. 

Sent: Thursday, September 23,1999 7:19 AM 

To: Davies, Bruce D.; McAlpin, Loreen; Patskan, George J.; Sanders, Edward; Walk, Roger 

Subject: first Quarterly regional update 

What do you think about the following for a first quarterly regional update agenda: 
for legal: 

- ETS & children's health 

- Lovelace lifetime studies 

- Witschi's AJ mouse 

for legal and CA (already will have been done in Europe): 

- acetaldehyde 

- cocoa 

- nicotine bioavailability 

- product development items 

- product integrity testing 

Routinely, we would do it in NY first, then in the regions. After I get your comments, I will coordinate 
the idea with Denise. 
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